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-_- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 05 April 2005 . 
2a)[X] This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1,2.5.6.8-10.12.13 and 15-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1.2.5.6.8-10,12.13 and 15-20 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 0 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 
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4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) CD Notice of Informal Patent Application (PTO-152) 

6) ^ Other: See Continuation Sheet . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mail Date 20050720 



Continuation Sheet (PTOL-326) 



Application No. 10/685,728 



Continuation of Attachment(s) 6). Other: Copy of Notice of Non-compliant Amendment. 



2 



Application/Control Number: 1 0/685,728 Page 2 

Art Unit: 1618 

DETAILED ACTION 

Examiner acknowledges receipt of non-compliant amendment filed 04/05/05; amendment 
to the specification, request for extension of time and remarks filed 02/15/05. Examiner further 
acknowledges receipt of change of address filed 12/28/04. Claims 1, 2, 5, 6, 8-10, 12, 13 and 15- 
20 are pending. 

Claim Rejections - 35 USC § 103 

1. Claims 1, 2, 5, 6, 8-10, 12, 13 and 15-20 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over Berneis et al. (US 5,478,569) in view of Stroh et al. (US 6,020,003). 

Applicants argue that the claimed invention is not a liquid dosage form, not a pulverized 
powder dosage form and that , which discloses a powder formulation does not teach 
applicants' claimed dosage form "per se" since the powder of Berneis would be made into 
solution/liquid before oral administration. Applicants further argue that the claimed 
process language "breathes meaning into the claimed product," which distinguishes the 
product from the cited prior art. Furthermore, applicants argue that Stroh is not 
combinable with Berneis because Stroh discusses powder formulation that can be tabletted. 

2. Applicants 1 arguments filed 02/15/05 have been fully considered but they are not 
persuasive. 

The claimed invention is a product/composition and route of administration would not 
patentably distinguish a claimed product/composition over product/composition disclosed by the 
prior art. Powder formulation is solid, at least the particles that make up the powder are solid. 
Product-by-process claims are not limited to the manipulations of the steps, only the structure 
implied by the steps limit the product. Stroh is combinable with Berneis because Stroh discloses 
vitamin formulation in the form of a powder and the formulation contains non-hydrolized gelatin. 
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And one cannot show nonobviousness by attacking references individually where the rejections 
are based on combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 
1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). 
3. In response to applicant's argument that there is no suggestion to combine the references, 
the examiner recognizes that obviousness can only be established by combining or modifying the 
teachings of the prior art to produce the claimed invention where there is some teaching, 
suggestion, or motivation to do so found either in the references themselves or in the knowledge 
generally available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071, 5 
USPQ2d 1596 (Fed. Cir. 1988) and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). 
In this case, Stroh discloses vitamin formulation in the form of a powder and the formulation 
contains non-hydrolized gelatin and the motivation is to prepare the vitamin formulation of 
Berneis with non-hydrolyzed gelatin with the expectation of producing powdered vitamin 
formulation that would be consumed by the target population. The previous rejection is reiterated 
below. 

Claims 1, 2, 5, 6, 8-10, 12, 13 and 15-20 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over Berneis et al. (US 5,478,569) in view of Stroh et al (US 6,020,003). 

Berneis teaches a stable cold water-dispersible fat-soluble powdered product comprising 
fish gelatin, vitamin A, water and crystalline sugar and/or maltodextrin (abstract, examples 1, 3 
and 6). 45% aqueous solution of fish gelatin is used in example 1 and dried fish gelatin is used in 
examples 3 and 6. Vitamin A is the active ingredient in Berneis. Berneis discloses advantages 
for using fish gelatin as opposed to using gelatins derived from warm-blooded animals and those 
advantages are a) manufacturing process of fish gelatin is less expensive, b) preparations with fish 
gelatin are desirably dispersible in cold water and c) 
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consumption of preparations using fish gelatin is encouraged because religious consideration 
regarding animal derived gelatin in consumables is eliminated (column 1, lines 26-37). 

Regarding claims 5 and 15, the amount of the active ingredient is a broad range that 
appears to cover all ranges from about 0.2% to about 95%vitamin. A rough approximation of 
vitamin A in examples 1, 3 and 6 yields about roughly 9.4%, 26% and 31.1% of vitamin A 
respectively. Since the recited range of active ingredient in claims 5 and 1 5 is broad, the amount 
of vitamin A in examples 1, 3 and 6 approximates one of the points in that range. Furthermore, 
the approximation of vitamin A amount, in example 1 of Berneis, lies in one of the points in the 
recited active ingredient range of about 1% to about 20% in claims 6 and 16. 

Applicants' invention is directed to a composition comprising an active ingredient and a 
fish gelatin carrier. In claim 1, the phrase "fast-dispersing" would not patentably distinguish the 
invention over the prior art because the scope of the claim is such that any composition 
comprising fish gelatin and an active ingredient would rapidly disintegrate. Also the phrase "said 
dosage form releases the active ingredient rapidly on contact with fluid" does not carry any 
patentable weight because any composition comprising an active ingredient and fish gelatin would 
inherently release the active ingredient upon contact with fluid. Same reasoning applies to the 
composition in claim 12. 

Regarding claims 2 and 13, the property of the composition of claims 1 and 12, recited as 
disintegrating within 1-60 seconds, would be inherent to any composition comprising active 
ingredient and fish gelatin. 

Claims 3 and 14 recite intended use and future intended use is not critical in composition 

claims. 
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Regarding claims 1, 9 and 12, how the formulation is made does not determine 
patentability of a composition. The claims are treated as product/composition claims and 

"Product-By-Process claims are not limited to the manipulations of the recited steps, only 
the structure implied by the steps." 

"[E]ven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product 
does not depend on its method of production. If the product in the product-by-process 
claim is the same as or obvious from a product of the prior art, the claim is unpatentable 
even though the prior product was made by a different process." In re Thorpe, 777 
F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). 

The comprising language of claims 1 and 12 does not exclude additives that may be 
present in Berneis. 

Berneis teaches all classes of fish gelatin, gelling and non-gelling because the silence of 
the gelling or non-gelling nature of gelatin in Berneis indicates that the prior art, Berneis, teaches 
both forms. Applicants provided no comparable example to demonstrate that non-gelling fish 
gelatin provides some unusual result. 

Berneis clearly teaches the pharmaceutical composition of the invention except that 
Berneis does not specifically state that the gelatin utilized in the formulation is non-hydrolyzed. 
However, Stroh prepares vitamin formulations with non-hydrolyzed gelatin and specifically states 
that fat^soluble vitamins (A, D, E and K) may be prepared by mixing the vitamins with non- 
hydrolyzed gelatin (column 5, line 23-29). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to prepare the vitamin formulation of 
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Berneis with non-hydrolyzed fish gelatin because Stroh teaches compositions comprising vitamins 
and non-hydrolyzed fish gelatin. 

4. Claims 1, 2, 5, 6, 8-10, 12, 13 and 15-20 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over Stroh et al. (US 6,020,003). 

Applicants argue that 'Stroh is directed to a "tablettable powder" containing non- 
hydrolyzed gelatin' and that there is no teaching or suggestion that tablets prepared 
according to Stroh would be fast disintegrating as is applicants' and that fast disintegrating 
property cannot be inherent in the product of the prior art. Furthermore, applicants state 
that the process of making the product "breathes meaning into the claimed product and 
distinguishes the product from the cited prior art." Applicants also state that Examiner 
inappropriately uses hindsight reconstruction and has failed to present reference that 
adequately supports a proper rejection. 

5. Applicants 1 arguments filed 02/15/05 have been fully considered but they are not 
persuasive. 

6. In response to applicant's argument that the examiner's conclusion of obviousness is based 
upon improper hindsight reasoning, it must be recognized that any judgment on obviousness is in 
a sense necessarily a reconstruction based upon hindsight reasoning. But so long as it takes into 
account only knowledge which was within the level of ordinary skill at the time the claimed 
invention was made, and does not include knowledge gleaned only from the applicant's disclosure, 
such a reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 

1 971). "Product-By-Process claims are not limited to the manipulations of the recited steps, only 
the structure implied by the steps." 
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"[E]ven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product 
does not depend on its method of production. If the product in the product-by-process 
claim is the same as or obvious from a product of the prior art, the claim is unpatentable 
even though the prior product was made by a different process." In re Thorpe, 777 
F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). 

The claimed pharmaceutical composition is a solid and Stroh discloses a solid formulation 
and a tablettable powder is solid. Applicants 5 formulation comprising a non-gelling fish gelatin 
carrier and active agent is fast dispersing. Stroh' s solid formulation comprises gelling or non- 
gelling fish gelatin and active agent. If the instant composition is fast dispersing, then the 
composition of Stroh is also fast dispersing. Applicants have not showed that the composition of 
Stroh cannot be fast dispersing while the instant composition is fast dispersing. A composition 
and its property cannot be separated. The rejection is reiterated below. 

Claims 1-3, 5, 6, 8, 9 and 12-20 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over Stroh et al. (US 6,020,003). 
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Stroh teaches a method for preparing a spray-dried powder that can be formulated into 
tablet; the powder has high loadings of non-hydro lyzed gelatin that are edible oils of vitamin, 
flavor and fragrance (abstract, column 4, lines 24-67 and column 5, lines 4-21). The gelatin is 
Croda SPA (R) (45-85 Bloom) derived from cow hides; the gelatin can also be Type A or Type B 
derived from bovine skin, bovine bone, pork skin and fish (column 5, lines 57-63) and in column 
4, line 64, Stroh specifically states that non-hydrolyzed gelatins of all species are preferred. 
Example 14 in column 9 uses non-hydrolyzed fish gelatin, water and vitamin E oil, and water is a 
solvent. 

In Stroh, beta-carotene, astaxanthin, canthaxantin and beta-apo-8-carotenal dissolved 
solids in cottonseed oil or corn oil or fractionated triglycerides, are solids, which may optionally 
be added to the formulation (column 5, line 66 to column 6 line 6). Stroh also teaches that drugs 
may optionally be added to the formulation (column 6, lines 7-27). The formulation further 
comprises excipients (column 6, line 29 to column 7 line 36) and particularly starches, lactose, 
sucrose (column 6, lines 39-41), PEG, lauryl sulfate and magnesium lauryl sulfate (column 6, lines 
65 and 66) and sugars, flavor and dyes (column 7, lines 4-24) are suggested. 

Applicants' invention is directed to a composition comprising an active ingredient and a 
fish gelatin carrier. In claim 1 , the phrase "fast-dispersing" would not patentably distinguish the 
invention over the prior art because the scope of the claim is such that any composition 
comprising fish gelatin and an active ingredient would rapidly disintegrate. Also the phrase "said 
dosage form releases the active ingredient rapidly on contact with fluid" does not carry any 
patentable weight because any composition comprising an active ingredient and fish gelatin would 
inherently release the active ingredient upon contact with fluid. Same reasoning applies to the 
composition in claim 12. 
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Regarding claims 2 and 13, the property of the composition of claims 1 and 12, recited as 
disintegrating within 1-60 seconds, would be inherent to any composition comprising active 
ingredient and fish gelatin. 

Claims 3 and 14 recite intended use and future intended use is not critical in composition 

claims. 

Regarding claims 1, 9 and 12, how the formulation is made does not determine 
patentability of a composition. The claims are treated as product/composition claims and 

"Product-By-Process claims are not limited to the manipulations of the recited steps, only 
the structure implied by the steps." 

"[E]ven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product 
does not depend on its method of production. If the product in the product-by-process 
claim is the same as or obvious from a product of the prior art, the claim is unpatentable 
even though the prior product was made by a different process " In re Thorpe, 777 
F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). 

The comprising language of claims 1 and 12 does not exclude additives and/or 
drugs/medicament that may be present in Stroh. 

Stroh teaches all classes of fish gelatin, gelling and non-gelling because the silence of the 
gelling or non-gelling nature of gelatin in Stroh indicates that the prior art, Stroh, teaches both 
forms. Applicants provided no comparable example to demonstrate that non-gelling fish gelatin 
provides some unusual result. 

Stroh clearly teaches the pharmaceutical composition of the invention except that Stroh 
suggests 27.5% vitamin A palmitate (column 5, line 35), 50 % vitamin E (column 5, line 44). 
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However, while Stroh suggests said % amounts of said vitamins, the amounts of the vitamins 
(active ingredient) in the examples are not instantly obvious. A range of from about 0.2% to 
about 95% active ingredient allows for active ingredients in amounts of 27.5% and 50%. A range 
of from about 0.2% to about 20 % in claim 5 represents optimization of the pharmaceutical 
composition and differences in concentration does not support patentability of the subject matter. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to prepare vitamin formulation that has 27.5% or 50% active ingredient since Stroh 
suggests vitamin in those amounts. 

No claim is allowed. 
Non-Compliant Amendment : 

A complete listing of all the claims is not present in the amendment after the non- 
compliant letter to the applicant. Each claim must be provided with the proper status identifier. 
In this respect, claims 21-26, which were previously cancelled by the amendment of 10/14/2003 
are not listed with the rest of the claims. These claims should also be listed with the rest of the 
claims with the proper status identifier; here the proper status identifier is "canceled" See MPEP 
714. 

7. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
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CFR 1 . 136(a) will be calculated from the_mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing date 
of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. The 
examiner can normally be reached on 7 a.m. to 3:30 p.m. (Monday to Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Thurman K. Page can be reached on (571) 272-0602. The fax phone number for the organization 
where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Notice of Non-Compliant Amendment (37 CFR 1.121) 

The amendment document filed on considered non-compliant because it has failed to meet the requirements of 

37 CFR 1 . 1 2 1 . In order for the amendment document to be compliant, correction of the following item(s) is required. Only the 
corrected section of the non-compliant amendment document must be resubmitted (in its entirety), e.g., the entire 
"Amendments to the claims" section of applicant's amendment document must be re-submitted. 37 CFR 1.121(h). 



THE FOLLOWING CHECKED (X) ITEM(S) CAUSE THE AMENDMENT DOCUMENT TO BE NON -COMPLIANT: 
□ I . Amendments to the specification: 

□ A. Amended paragraph(s) do not include markings. 

□ B. New paragraph(s) should not be underlined. 

□ C. Other 



□ 2. Abstract: 

□ A. Not presented on a separate sheet. 37 CFR 1 .72. 

□ B. Other _ 



3. Amendments to the drawings: 



WJ 4 Amendments to the claims: 

TEH A. A complete listing of all of the claims is not present. 

□ B. The listing of claims does not include the text of all pending claims (including withdrawn claims) 

E$ C. Each claim has not been provided with the proper status identifier, and as such, the individual status of each 
* claim cannot be identified. Note: the status of every claim must be indicated after its claim number by using 

one of the following 7 status identifiers: (Original), (Currently amended), (Canceled), (Withdrawn), (Previously 

presented), (New) and (Not entered). 

□ D. The claims of this amendment paper have not been presented in ascending numerical order. 

' □ E. Other: : 

For further explanation of the amendment format required by 37 CFR 1.12 1, see MPEP Sec. 7 14 and the USPTO website at 
htip://www.uspio. go v/web/of nces'pac/daprvonla/nreugnotice/of ficeflver.pdf . 

If the non-complianramendment is a PRELIMINARY AMENDMENT, applicant is given ONE MONTH from the mail date of 
this letter to supply the corrected section which complies with 37 CFR 1.121. Failure to comply with 37 CFR 1.121 will result in 
non-entry of the preliminary amendment and examination on the merits will commence without consideration of the proposed 
changes in the preliminary amendment(s). This notice is not an action under 35 U.S.C 132, and this ONE MONTH time limit 
is not extendable. 

If the non-compliant amendment is a reply to a NON-FINAL OFFICE ACTION (including a submission for an RCE), and 
since the amendment appears to be a bona fide attempt to be a reply (37 CFR 1.135(c)), applicant is given a TIME PERIOD of 
ONE MONTH from the mailing of this notice within which to re-submit the corrected section which complies with 37 CFR 1.121 
in order to avoid abandonment. EXTENSIONS OF THIS TIME PERIOD ARE AVAILABLE UNDER 37 CFR 1.136(a). 

If the amendment is a reply to a FINAL REJECTION, this form may be an attachment to an Advisory Action. The period for 
response to a final rejection continues to run from the date set in the final rejection, and is not affected by the non-compliant 
status of the amendment. 

Legal Instruments Examiner (LIE) Telephone No. 
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